caprylic amino acids to beet'^^crops in an amount ^^^fective to 
increase the sugar content of said beets 

16. (Amended) A method for incr^^ing the sugar content of 
grapes, said method comprising^^^^^ministration of copper salts of 

increase the sugar co^ftent of said grapes 



caprylic amino acids to gr^pe^ cr^'s in an amount effective to 



Please add the following new claim: 



20, A method of treating pop8c€oes to increase crop yield by 
administering to a potato^-d^p, at the end of the tuberisation 



phase, at least one^dose of copper salts of butyric-amino acids 
in an amount^xef f ective to increase the crop yield of said potato 
crop . 



REMARKS 

The Examiner has allowed claims 17 and 19 and has further 
indicated that claim 15 would be allowable if rewritten in 
independent form. Applicant appreciates the indication of 
allowable subject matter and has amended claim 15 herein to 
incorporate all of the relevant limitations of base claims 8 
and 10. 

New claim 20 presented herein is similar to allowed claim 17 
(increasing the crop yield of potatoes) , except that it does not 
include a specific dosage amount. Since claim 15 (directed to 



increasing the sugar con^ejnfe^of beets) has been indicated to be 

allowable without any specified dosage amount, it is respectfully 

submitted that new claim 20 should also be allowable without 

setting forth any dosage amount. 

With respect to the claim rejections, claims 8-14 and 18 

have been cancelled. This leaves for discussion claim 16, which 

relates to a method for increasing the sugar content of grapes. 

As with claim 15, amended claim 16 is specifically limited to the 

copper salts of caprylic^ amino acids administered in an amount 

which is effective to increase the sugar content of grapes. The 

cited '151 patent teaches nothing about increasing the sugar 

content of grapes. The Examiner has apparently taken the 

position that the '151 patent will inherently result in an 

increase of sugar in grape crops. This contention is 

respectfully traversed. The Declaration of Christophe de Mil 

submitted with the response of July 12, 2002 specifically states 

in Paragraphs 10-13 that the copper salts of caprylic amino acrds 

are more effective than the copper salts of butyric amino acids. 

There is no teaching or suggestion in the '151 patent that copper 

salts of caprylic amino acids are more effective than copper 

salts of butyric amino acids for any purpose , let alone a 

teaching of raising the sugar content of grapes. As the Court of 

Appeals for the Federal Circuit stated in a recent decision, Elan 

Pharmaceuticals v. Mayo Foundation for Medical Education and 

Research , 2002 WL 2003002 (Fed. Cir. 2002), a copy of which is 

submitted herewith: 

An inherent limitation is one that is necessarily 
present; invalidation based on inherency is not 
established by "probabilities or possibilities." 
(emphasis added; citation omitted) 

3 



Id . at page 5, first full paragraph. It is therefore 
respectfully submitted that claim 16 is also allowable. 

In view of the foregoing, reconsideration and allowance 
the application are respectfully requested. 

Respectfully submitted, 

LUCAS & JUST 
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MARKED-UP COPY OF CLAIMS 

15. (Amended) [The] A method [of claim 10] for increasing 
the sugar content of beets, said method comprising administration 
of [wherein said compounds are] copper salts of caprylic amino 
acids [administered] to beet crops in an amount effective to 
increase the sugar content of [beet crops] said beets . 

16. (Amended) [The] A method [of claim 10] for increasing 
the sugar content of grapes, said method comprising 
administration of [wherein said compounds are] copper salts of 
caprylic amino acids [administered] to grape crops in an amount 
effective to increase the sugar content of [grape crops] said 
grapes . 
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Only flie WesOaw citBtian is cmm&y available. 

United States Comt of Appeals, 
Federal Circuit 

ELANPHARMACECTrCALS^ mC^ and Athena 
Nenrasdencea^ Inc^ Flalntlfr- 
AppcUanCBi 

V. 

MAYO FOUNDATION FOR MEDICAL 
EDUCAHON AND RESEARCH, Defendanf- 
Appellee. 

No* 00-1467. 

Aug. 30, 2002. 

Patentee brought actum against alleged infiinger 
pehting to potent that disclosed "recipe^* ftv producing 
tiansg^ mice. The United States District Conn ftxr 
flie' Northern District of CaKfoima. William EL Alsup, 
gTButed summaxy jndginent fior alleged infringer, 
17S P.Sui7.2d 1209. Pateatee appealed. Siqierceding 
its prior opinian, 243 R3d 567, the Court of Appeals, 
Newman, Cticuit Judge, held that patent claim VfB& not 
anticipated 

Reversed and lemonded 

Dyk, Circuit Judge, filed a dissenting opinion. 

[1] Patents ^314(S) 

291k314(5) 

In patent law, antic^uttiaa is a question of&ct,a& is the 
question of inherency. 35 U.S.CA. §§ 101. 102Ca), (e), 
103. 

[2] Patents <$;=^(1) 
291k72(l) 

Proof of anticipation differs ftom that fiir ohviousness 
in that prior knowledge by athera rcqotres that all of 
Ac elements end limitations of (be claimed subject 
matter must be expressly or ictherootiy described in a • 
single prior art re&tence; the single retferasce must 
describe and enable the claimed invention, I'neliiflTrig 
all claim lindtationB, with sufiBcient clarity and detail to 
establish that tiie abbject matter already existed in tho 
prtor art and that its existence was reeognxEed by 
persons of onlinaiy skill in the field of the inventioa 
35 US.CA, §§ 101, 102(a), (e), 103. 



[3] Patents ^SO.l 
291kS0.1 

To be patented an invention mnst be new; if it is not 
new, that is, if it was known to oUrers, it is said to be 
"anticipated." 35 U.S.CA. §§ 101, 102(a), (e). 

[4] Patents ^72(1) 

291k72(l) 

An anticqxKting reference must disclose every element 
of the challenged patent claim and CTable one skilled in 
tiie Bit to make the anticipating subject matter. 35 
U.S.CA. §§ 101, 102(a), (e), 103. 

15] Patents ^=^65 
291k65 

ISl Patents ®s>69 
291k69 

When antic^ation is based on inherency "of patent 
limitations not e^qxressly disclosed in the assertedly 
antic^ating reference, it must be shown Aat the 
muUsdoiied infbrmatian was known to be present in 
siibrject matter of tiic reference, 35 U.S.CA. §5 lOL 
102(aX(e),103. 

[6] Patents ^65 

291k65 

An inherent patent Hmxtation is one fliat is necessarily 
present; invalidation based m inherency is not 
established by probabilities or possibilities. 3 5 
U.S.CA. §§ 101, 102(a), (e), 103. 

(7] Patents ^66(1^5) 
291k56(1.25) 

General instructiona to conduct ikQuro-prone activities, 
such as gene transfer between humans and ammals, and 
ensuing uncertamties with respect to gene expression 
and ensymatic desvit^ of mutated human protem with 
animal enzymes, did not meet the legal criteria of 
"anticipation" of a successful product of transgenic 
activity; general recitation of known procedures in 
prior art, none of which was carried out by prior 
inventor, did not defeat "novelty** of specific mouse 
that was actual^ produced by patentee. 35 U.S.CA. §§ 
101, 102(a). (e), 103. 

[8| Patents d=>57 J 
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(ate as: 2002 WL 2003002 (Fe(LCIr.(Cal,))) 
291k57.l 

la patent law, izdiBreiicy cBcnbt be based oa fiie 
kxicrwledgeof the inventor; fkcts ass^ 
in the piior ait nnxst be shorn by evidence from Oie 
prior sit 

[9] Patents <S951(1) 
291k51{l) 

Purpose of Ae patent la^s rule of ishemiGy is to 
accommodate common knowledge* Icoowiedge tiiat 
judges might not know but that would be known to 
practitionecs in the field. 

110] Patenti <8s:>51C2) 
29lk51(2) 

New products ere not anticipated when diey did not 
previously exist, wbedier or not Hie process ftr wiaifw^g 
them is generally known. 

[Ill Patents ®=951(3) 
291k5I(3) 

^ "Anticipatian" in die patent sense means that the 
subject matter was previously known; a precatory 
suggestion of general procedures that may or may not 
succeed in produdng tiie novel product does not 
convert tlie suggested product into a previously 
existing product 35 U.S,CA. §§ 101, 102(a), (c). 

[12| Patents <®^1$J(1) 
29lkl6.S(l) 

(121Patenfa^50JL 
291k50.1 

Patentability requires novelty aivl uiralmousziess in 
light of the prior ert^ not in light of viHsaX the inventor 
knew and inchided in Ua pateitf sgiplicatum; 
antic^Mttionia the epitazne of obviousness, and both axe 
measured by vitsaX was previously krunvn to persons in 
the field ofthe invention. 86 discussed in precedent 35 
U,S.CA. f § 101, lQ2(a), (a), 103. 
Appealed from United States District Court for the 
Norftesn District of California, Judge William H. 
Alsup. 

LymH. Pasahow, FenwidcA West LLP, of Palo Alto. 
Califbmia, argued for plaintiffs-appellants* Of counsel 
on the brief were BbA H. Parker, Maxy T. Hnser, and 
S. Christian. Platt^ McQiynhem, Doyle, Brown & 
Bcorsen, LLP, f Palo Alto, Colifbrnia. Of counsel was 
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Thomas S. Hixson, McCutchen, Doyle, Brown & 
Bnerset), LLP. of Sm Francisco, Califinnia. 

Robert B. HiUmaii, Fidi & Richardson, P.C., of 
Bostoxi, Massachuisetts, argued for defwidnntrigpellee. 
Of counsel were Sheltey K. Wessds, Karen I. Boyd, 
and Curtis MacPerrin, Fish & Richardson, P.C.» of 
Menlo Park, California. Also of counsel waa Chad A. 
Hanson^ Fish & Kichardsan, P.C., of Minne^iolia, 
Mmnesota. 

Before NEWMAN, GAJARSA, and DYK, Circuit 
Judges. 

NEWMAN, Circuit Judge. 

*1 Elan Phannaceuticals, Inc. and Athena 
Neorosciences, Ii2c. (collectively "Elan**) a^ypeal the 
dedsion of the United Stales District Conrt for die 
Norfliem District of California, granting summary 
judgment in £ivar of the Mayo Foundation far Medical 
Education and Research C'Mayo'*). [FNl] Hie district 
court held that Elan's two patents in suit, United States 
Patent No« 5,$12,48Q for "Transgenic Animals 
Harboring AFP Allele Havhig Swedish Mutadon" (die 
"486 patent) and comtinimtion PateentNo* 5,850,003 for 
nncansgenio Haibcdug APP Allele Having 

Swedish Mutation'' (the '003 potent), inventona Lisa 
McConlogue- and Jun Siao^ are invalid on. the ground 
of antic^iatioiL by UidCBd States Patent No. 5,455,169 
for "Nucleic Acids for Diagnosii^ and Modeling 
Absheimer's Disease" (lite Mullan patent). We reveroe 
the summary judgmeint, for tlu legal reqoirenvnts f 
asiticipatioii were ruyt met on the focts of record, atd 
recnaiid for forther proceedit^* 

BACKGROUND 

' Alzheimer'is disease is a progressive neurodeBfttTeiBtrve 
disease tliat primarily afOicts foe elderfy. Elan's '4S6 
and '003 pacents are d&iected to transgenic animals 
^1080 genetic malqnip has been altered so foat they are 
susceptible to AUhehner's disease. The DNA of these 
animals has been modified to comain a mutated faumaa 
gene called the "Swedish nnitation," for foe gene was 
isolated firam the cells of a Swedidi fairuly having an 
u nu sually high Incidence of early-onaet AUbeirm'a 
disease. [FN2] 

The brains of people wttii Alzbeinoer's disease contain 
abnormal tangles and deposits of plaques. At tlie time 
of these Elan inventions it was known Oat a principal 
component of these plaques is a protein ftagment 
called beta^an^loid peptide (betaAP, also designated 
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aAP and Aa). Tbo piesenco of betaAP in the faiain is 
believed to induce or fi>ster finmation of tfae 
Alzbdnser'B plaques* It msknbwxL that betaAP imy be 
fonned when a proteia produced .in dao bnun, cidled the 
amj^oid precursor protein (APP), is cleaved by 
enzymes in fte brain. Tbe Elan patents sosBsarizc 
sciendiic reseaxdi in this field, including various 
repoirted nutations. Elan esfdains tbat an eoizyme 
called betB-^secretase cuts the APP molecule between 
amino acids 596 and 597, releasing a larger protein 
finagment called tlie amino terminal fragment (ATP- 
betaAPP); and an ^izyxne called gamnKH^cretase 
releases &e smaller betaAP fragment from dae 
remaining portion of die APP, This mechanism is 
iBustcated in ^ Elan brief as fblloivs: 

Humans vAo do not develop Alzheimer's disease are 
believed to break dcmn APP in a manner that does not 
produce significant amounts of betaAP* 

ThePrlorAft 

The prior art on which the district court baaed its 
summary jodgment of anticipation is the Mullen patent 
Dr. Mnllan had leaned of the Swedish frimtly 
susceptible to Alzheimer's disease^ obtained san^des of 
their DNA, isolated the xelevant mutated gene, /and 
identified t^e natoxe and locatiaa of die mutation ^ 
giene as wdl as in die nmtaced protein (AFPsw) 
expressed by die geae,. NfoUan e7q>lained diat in the 
Swedish xnatation the DNA nucleotides daat encode 
codons 670 and 671 CFN3] iqplace lysine and 
metfaioninc, the amino acids noanally encoded at these 
positi ns, widi asparagine and leucine. MuUan states 
fliat transgenic animfila containing the nmtated gene 
can be used in Alzheimer's disease (AD) research and 
thenqpy: 

^ Hie invention also provides a tcanageoic non» 
.human anhml contahdfltgi in a genn or somatic 
cell, tiie mutated nucleic acid of the invention, 
wherein the animal expresses a human anayloid 
precursor protein or fragment diereof , which 
encodes an amino acid odier dian lysine at codon 
670 and^or an g™nn acid other tf^g" mctfaioniiiB at 
codon 671. 

* * 

The invention also provideis a mediod of screening 
for an agent cq>able of treating AD. The inefliod 
con^Hrises contacting these transgenic Bntittaig qx 
host edl lines widi the agent and momtoricg die 
expression, processiog or dep sition f amyloid 
precursor protcia or firagments fhereof 
MuIIan, coL 4, lines 36-64. Mullan states that die 



TTTu tH t pd human gene can be used to cxcaDe transgenic 

animals in various ways; for example: 

In yet a fimher nse of die present inventian. the 
mutated gene (if.e., a variant APP codon 670/1 
gene) can be, excised for use in the creatLon of 
transgenic animals containirv the mutated gene. 
For exan^lc, an entire human variant APP codon 
670/1 allele can be cloned and isolated* eiHier in 
parts or as a whoICt in a suitable cloniztg vectar ( 
eg,, lCharoii35, cosmid, retrovirus or yeast 
artificial cfazomosome}. The vector is selected 
based on die size of tlie desired insert and die 
ability to produce stable cliromosomB integration. 
Col. 11, lines 23-31. ^fullan also states dust die 

mutated gene can be transferred to a mouse that 

preferably will express the variant fanman APP; 

The human variant APP codon 670/1 gene, either 
in pans or bi whole, can be transfisned to a host 
noorhnman anhnali such as a mouse. As a result of 
the transfer, the resultant transgenic non-human 
animal will express one or more variant APP eodcm 
670/1 polj^pcptides. fte&rably^ a transgenic 
human ammal of the in v en t i on will eaqpress one or 
mme vodant APP codon 670/1 pcdypqnides hi a 
neuranHspedfic manner (Wirak et aL (1991) 
EMBO 10:289). This txoy be accon^liailied by 
transfeETirig substantially dw entuv human APP 
gene (eccodii^ a codon 67Cli/l mutant) ^g|t-i<Bng 
the 4.S Icflobase sequence lhat is aigacent to and 
iqTStneacn of the first major APP tconsariptioQal 
start site* 

Col. 11, lines 32^3. Mullan discusses the vazious 
known procedures of gene transfer, citing adentific 
articles to each ''approach" used to create traaggecie 
animals: 

One ifsproach to creating transgenic animals is to 
target a mutation to the dedied gene by 
homologous recombinadon in an embryonic stem 
(ES) cdl line in vitro fallowed by micndqectian of 
the modified ES cell line into a host blastocyst and 
subsequent hicubation in a foster mother (see 
Frohman and Martin, Cell (1989) S6:14S). 
Alternatively, the technique of microinf ection of 
the mutated gene, or a pc^on diereo^ into a one- 
cell emhiyo followed by incubation m a fbster 
modier can be used Certain possibilities for the 
general use of transgenic animals, paiticalarly 
transgenic animals that express a wikMype APP 
firogmsnl; ate discXosed in Wirak et aL, die EMBO 
Journal, 10(2) 289-296 (1991); Schillixv et al.. 
Gene 98(2) 225-230 (1991); Qnon, et aL (1991) 
Nature 352:239; WiraR, et al. (1991) Science 
253:323; and Kawabata, et at (1991) Nature 
354:476. Ahematively, viral vectors^ e.g., Adeno- 



Copr. O West 2002 No Chum to Grig. U.S. Govt Works 



2002 WL 2003002 

(Cite as: 2M2 WL 2003002, *2 (FeiLClr.(CftL))) 



Page 4 



assodatod viniSi cao be used to ddtver the xsutated 
gene to the stem cell In addition^ sudi vital vectors 
can be used to deliver the xsutated gene to a 
developed aaimal and then used to scxcen 
(Mendelaon et aL Virology 166:154- 165; 
Wondisford et aL (198S) Molea EndocriooL 
2:32-39 (1988)). 
*S CoL 11, Une 58 Id col, 12, line 11. MnOan also 
states fliat die mouse gene an^ can be naitated to 
produce a mutfttion conesponding to the Swedish 
iTnitHtion? 

Site-dixected mntagenesis and/or gene conversion 
can also be used to mutate a murine APP gene 
allele, either endogenous or transfeetBdy such that 
the mutated allele does not encode lysine^ 
mediianine at the codon position m the mouse APP 
gene that carregponds to codon 670/1 (of APP770) 
of the human APP gene (such position is readily 
identified by homology matchixig of the murine 
APP gene or APP protein to fte huxtmn APP gene 
or APP770 protefai), Piefisrably, such a nmtated 
murine allele would encode asparagine or leucine 
at the corresponding codon posittooi. 
OoL 12, lines 12-21. 

It is undispulsd . that MuUan did iu>t produce a 
transgenic animal wi£h die Swedish ' mutation, or 
determine v/bich of the known procedures would be 
efG^cdye fat this puipcse, or suggest conditions or 
details of any melfaod £br sacceasM production of die 
desffed aniamL Expert witnesses for both sides testified 
as to die diGScully, uncertainly, uiqiredictabilityp and 
low success rate of each mef±od that has been used to 
create transgenic animals. 

TheEUm Patent 

The Elan patents describe the production and 
^haractoial^^ of tcansgenic rodents* specifically mice, 
whose DNA contains a gicne harboring the Swedish 
mutation, vMch gene expresses human APP having the 
Swedisb mutation. This APPsw in torn prodoces 
hunsm b^aAP by action of the nunisemzymea. Expert 
witnesses for both sides testified as to the 
unpredietability of die process end the various steps 
thereof fi>r not all of die known methods may work, 
vczy few atten^ited gene txansfers are succ^sfiili and 
of die relatively few mioe diat may accept die Swedish 
gene^ not all will eacpreas the mutated human APP in a 
way diat is subject to enzymatic cleavage to produce 
betaAP. 

Elan eaqylains that the production of betaAP in tlie 
mouse bain is difficult to detect because the betaAP 



moleculB is relatively aonlL The Elan patenis report 
detecting; the betaAP by detecting tlie larger deavage 
fragment ATF-betaAPP. Claim 1 of the '486 patent 
iocludBs diis limitatian: 

1 • A transgenic rodent cooopriaing 

a diploid genome conqprising a transgene encoding 

a hoterologoua APP polypeptide having the 

Swedish mutation wfaerein 'be amino acid residues 

at positions oozrespondiog to jmsitiona S9S and 

596 in faomaa APP695 are asparagjne and leucine, 

respectivelyi 

iK^ierein the transgene is eoqn^ssed to produce a 
human APP polypeptide having die Swedish 

and wiietein said polypeptide is processed to AT7- 
betaAFP in a sufficient amount to be detectable in 
a brain hoonogenate of said transgenic rodent 
Hie *003 patent difBos fiasntite '486 patent iu that the 

"003 claims inchide a pro m o ter and a polyadenylation 

sits. Claim 1 of the ^103 patent fallows: 
LA transgenic rodent cortqsristng 
a d^loid * genome con^irising a transgeoe 
conqprising in operable linkage a p r o na o teT y a DNA 
segment encoding a heterolc^ous APP polypeptide 
and a polyadenlyBtion site, 

*4 wherein the APP polypeptide has the Swedish 
nejntation wiiereby the amino acid residues at 
positions corresponding to positioniB 595 and 596 
in human APP69S ' are asparagjne and leucine^ 
lespectiveily, 

wherein the transgene is eoqiressed to produce a 
human AFP polypeptide having the Swedish 
nmtatitHi, 

and ^iierein said polypeptide is processed to ATT^ 
betaAPF in a stdfictent scaount to be detectable in 
a brain homogenate of said transgenic rodent 
For both patents, dependent claims 2 and 3 add the 
limitatiam that Oie rodent is tn^n t w (mouse) and %^ 
thub -transgene- is nanhomologonsly integrated These 
limitatians are not asserted to add patentable 
distinctiond. Elan coocentrates on the '486 patent on 
this ^peaL 

Tie- MuUan patent was prior ait based on Its filing 
date, and tlie exam ine r granted the Elan patents oidy 
afier Elan added tlie final clause to tlie claims. Elan 
argues on this aip^eal that its claims are Bmtted by the 
presence of detectable ATF-betaAPP in the rodent 
brain, diat this UmitErtion is not shown by MuUan, and 
dius that as a matter of law the claims cannot be 
''anticipBtBd." Elan states diat "ATF-betaAPP was not 
even disclosed in lumwns until after Mullan was filed," 
and thus that ttSa limitation cannot be deemed 
"inherent" inthe Mullan disclosure, 
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The dktnct court found liiat allhough Mullon does not 
mention &aastim of ATF-bdaAFP, its fbmiatiasL 

ifl inhermtt in MulWa gemm»l f^ffrhingg fff tTflTIBEPPit? 

nodee with the Swedish mutation. lihe court found that 
the Elan claioB do not reqiiirD that file clai^ 
tested for detectable ATF-bctaAFP in brain 
honiogenflle. Thus the court firand that Mullan 
antidpates tiie Elan claims^ and on sunnnsoy judgment 
hold die claims of both patents invalid an this ground. 

DISCUSSION 

The grant of summaiy judgment on a question of fact 
requires that "^f/bsn tbs &cts are viewed in the light 
xnost favocrable to flie non-moYiqg party and all doubts 
. axe resolved in &vor of tfie noiMnovant, (bm are no 
gpg mi ne issues of material &ct and the mpviiig party is 
entitled to judgment as a matter of law." Anderson v. 
Liberty Lobby, Inc., 477 U S. 242, 247-48. 106 S.Ct 
2505, 91 L£d2d 202 (1986). Elan argues tiiat the 
&ctual and legal critexia of anticipation wm not met 
Elaa also axgoes that summary judgment was 
hiappiopriatB because matsrial &ot8 wmco in dispute, 
and diat Ebai would prevail if the disputed &ctB weic 
resolved in its &Yor. 

'A ■ 

I1]P][3] To be patented an invention must be ixBw. 35 
U.S.C. §§ 101, 102(a), (e). If it is not new. fliat is, if it 
was known to others, it is said to be "anttc^ated/ 
Hoover Grmip, Inc. v. Custom Metafcrafi, iha, 66 
F.3d 299, 302, 36 USPQ2d 1101, 1103 (FcdCir.1995) 
(Hack of novdfy (oftm called 'antic^ntion') lequixes 
that the samo ioventiQn, including each element and 
Hndtation of the claims, was known or used by olfaen 
before it was invented by flie patentee"). Antidpatiicin 
is a question of fiict^ as is the questiooK^inheiencyl. In 
re Schreiber, 128 F.3d 1473, 1477, 44 USEQ2d 1429i 
1431 CE^edChr.1997). Its proof differs fiom that fbr 
obviousness, 35 U.S.C. § 103, m fliat prior knowledge 
by others reqmrea that all of the elements end 
limitations of die claimed sutrject matter must be 
expressly or inherently desanbed hi a single prior art 
reference. A re Robertson. 169 F.3d 743, 745, 49 
USPQ2d 1949, 1950 (Fed,Glr,1999); Constantl y. 
Advanced Micro- Devices, Inc., 848 F.2d 1560, 1571> 
7 USPQ2d 1057, 1064 (Fed.Cir.1988). The smgle 
refereooe must describe and enable the claimed 
inventimi, including all claim limitations, .with 
sufficient clarity and deta0 to establish tiiot the stjbject 
matter already existed in the prior art and fiiat its 
existence was recognized by persons of ordinary Hfa'Ti 
in the field of the inventkm. O^avm Operations 
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International Ltd. v. SoluHa Inc., 289 F.3d 1367, 
1375, 62 USP(i2d 1917, 1921 (FeACSr,2002); In re 
Spada, 911 F.2d 705, 708, 15 USPQ2d 1655. 1657 
(Fod.Cir,1990) (*'the zeffarenoe nmat deaoibe the 
cappHcanfs clainied invention safiRolenfly to have 
placed a pessdn of ordinary skill in the field of die 
invention in possession of it"). 

[4][5][6] The andcipatmg lelerence '*nn»t disctose 
every element of die challei^d claim and enable one 
sikiUed in tlie art to make the aniicrpating subject 
matter." PPO Industries, Inc. v. Ouardlan Industries 
Carp., JS ¥3A 1558, 1566, 37 USPQ2d 1618, 1624 
(FedOr. 1996). When anticqiation is baaed on 
inherency of hndtatians not ejqnessly disclosed in the 
asserted]^ aatid^fflting reftzencet, it nmist be shown that 
the undisclosed information was known to be present in 
die subject matter of the reference* Continental Can 
Co. USA, Inc, V. Monsanto Co., 948 P.2d 1264, 1269, 
20 USPQ2d 1746, 1749-50 (Fed.Cir,1991). An 
inherent limitation is one that is necessarily present; 
invaliriflticm based on inherency is xsot established by 
"probabilities or possibilities.*' Scaltech, Inc, v. Retec/ 
Tetra, LLC, 178 F,3d 1378, 1384, 51 USFQ2d 1C55, 
1059(Fed.Cir.l999). 

The district comt ibund that the Elan daims were 
anticipatBd by Mullan because use of the standard 
procedures set foorth m Mullan would be e^qwcted to 
produce a statistically small percentage of transgenic 
mice, and some of diese mice would be expec ted to 
produca detectable ATF*4ijBtaAPP on en^noatic 
cleavage. The court deemed it indevant that flie ATF- 
betaAPP was not described m die prior art The c ert 
fi)und ttiot since the low success rate tar gene txans&r 
and cTqxression was known, it was a matter of statistwal 
ptrobabilit^ that a few successful results would be 
obtained. Thus the district court &und that &e Elan 
invention was anticipated by Mullan 

[7] Elan argues that Mullan does no more dan teach 
broad known "recces" £br geine transfer, and dut die 
Mullan disclosure is singly an tnvitatton t 
exp&Asaem, wilh no assurance of sticcem. That is 
clearly so. Althouj^ MuUan described known 
procedures far maktng a transgenic animal, he neither 
described every dement of die daims, nor toughs in 
tenns other ti&an by trial and error and hope, production 
of a transgenic mouse havhag detectable ATF*betaAPP 
in brain hoxuogenate* General instructions to conduct 
such &ihire-pron6 activities as geike transfer between 
humans and animals, and 'die mwiing uncertainties with 
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respect to gene exprpmion axul enzynmtic deavoge of 

tbo mUtdted hunifiXl pIOteilL with animg) CDSSytOCB^ do 

not nseet tiie legal ciitetia of "anticipatloD** of dxo 
SQceessfhl product of transgenic aetivily. A general 
redtation of known ptoccdures^ none of which was 
caniedoutby hflitllan, does not de(&^ "novdty" of 
Ae specific mouse that was actually produced by Elan. 
[FN4] 

Elan states that flie candoding clause of its dahns^ the 
processing of the Imnian APPsw to fionn detectable 
ATP-betaAFP hi fhe rodent l»ahi» is die "key element* 
of d>e claims. Elan stresses that the patent exandner 
requited the inclusion of dils limftadon in order to 
distinguish die MuUsn lefiweai ce, for Mullan does tU3t 
mention producing detectable ATF-betaAFP or its use 
as a proxy for detecting the smaller betaAP molecule. 
Elan argues that detection of die ATF-betnAPP penults 
detemxiQation of when the Swedish DNA has been 
sticcessftdly transfiBxred and die nxatBted gene is 
successfially operating to produce the desiied mutated 
protein and the desired emymatic deavage. 

TSieyo does not dispute diat the MuUan 
reference makes no mention of ttie finmatlon of ATT- 
betaAFP ia detectable amounts in brain homogenatOp 
Kfayo argues, and die ditiiici court found, dmt diis 
dahn limftatibn is "hiherent" In Mullan because a 
sncceflsftd transgenic procedure and ensuing enaBymatio 
deayage will produce ATF-betaAPP. However^ tins 
was not shomi by MuUan, and tfaeie was no evidence 
that the fotmation and detection of ATF-betaAPP in 
the transgenic mouse brain with the Swediflh mutation 
was known to persons of or dina i y sldll in the fidd of 
the inventian. Inherency cannot be based on the 
knowledge of the inventor; &cts asserted to be inherent 
in the prior art nmst be shown by evidence fiom the 
prior art <y In re DembiczaK 175 F.3d 994, 999, 50 
USPQ2d 1614, 1617JFed.Cir.1999) (ciitictdng die 
'^hindsight "syr&irame "whcx ein that Wluch only die 
inventor tau^ is used against its teacher"). The 
puiixise of die rule of inherency is to accommodate 
consnon knowledge^ knowledge that ju4ges might not 
know but that would be known to practitianers in the 
fidd Fitmfgan Corp. v. Jhtl lyade Cmm^, 180 P3d 
1354, 1365, 51 USPQ2d 1001, 1009 (Ped.CSr.1999). 
On the law of antlcipadonp precedent has not in^roved 
on the words of Judge Ixainod Hand: 

N doctrineof the patent hi wis better estabUshed 
flian that a prior patent or othnr publication to be 
an anticipation nmst bear widiin its four coniers 
ftdequ flt p directions for die practic of die patent 
invaUdated. If the earlier disclosure fifers no more 
dian a starting point for fbrther OT^terimBnts, if its 
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teadnng will sometimes succeed and soootimes 
&il, if it does not inform the art whfaoat more how 
to practico the new invention^ It has not 
correspondii^y eioriched die atore of ooomion 
knowledge, and it isnot an snticqpation. 
Dewey A Almy Chemical Co. v. Aftmex Co., 124- F.2d 
986» 989 (2d Cir.1942). 

We condude that the l^gal requirements of 
anticipation were not met The summary judlgment of 
invalidity based on andc^ation is levetsedl and d» 
case is remanded for ilndier proceedings. 

C 

Nfayo states diat tiie Elan position on tnfimgement is 
that die claims of die patents in suit cover all transBodc 
mice with die Swedish matatioSy and that if ^claims 
ate construed as broadly as Elan proposes, fli^ are 
invalid under § 103 or § 112. These issues were not 
dedded by du district court; they are not before ua for 
review. 

D 

We respond to the remarks of our coUisaigne in ^ ti«ft r«i t ^ 
for he has inaccnxately pe^eived die "ground** on 
which our decision "rests.'' The gcound of our decision 
ia^ simply,!- that a novd patented product is not 
"anticipated** if it did not previously exist 

Hae dissenter objects to ^tdiat he calls the patenilu g of 
"eadstmg inventions." We too object to the p***^"*^ of 
existing hrventtions* However. Elan is not f^t^^^^g^ 
sqmediing thai previously existed^ for Elan's mouse did 
not exist While Mulhtn surely had the concept of 
creating a transgenic moose widi die mutated Swedish 
gene, as we have ilhislrated ante^ Mullan did not nake 
siich a mouse and he did not tell (or know) which, if 
any, of ttte standard procedures from die scaeaatific 
Htsmture might be effective in achievit^ tite comapleix 
series of transfonnationa needed for a suoeessfiil 
prodtuet A general proposal to make a product that has 
not been made does not meet the criteria of 
"anticipation." Indeed^ Mayo afSrms in its brief that no 
mice had been made by Mullan; Mayo also afibma, 
contrary to the statemmtB of the dissmt. dmt ''Mayo 
admits that some of the mice made accordiqg t9 die 
recipe [in the Mullan patent] will not have detectable 
ATF.*' M^ro brief at 19. 

*7 The dissent proposes that this decision will "have 
serious and isnftatonate consequences in the fotuie by 
permitting ibc securing f patent rigjbts to 
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inventions so long os the patent appKeaot i^*» nfi fin! an 
inhfiient chaxBcteristic of fhat pxoduct Aat was not 
idemifiod in the piiar ait^** dtfa^ In re Cruc^eraus 
Sprout LUtgatfon, 2002 U.SApp, LEXIS 17185 
(FedCir^002). We repeat, the Mnllan mouse did not 
xis^ qidte unlilce tite hroccoli sprouts of the 
Oucfferow Sprout Litigation, "long known in 
nature and eaten by faunians for decades." Id at *S. 

[10] The dissenter e^ears to mge the unpatenl^ility 
of my product ilial has been suggested bat 
This qyproach would elimfaate even the potoibility of 
patat protection fbr assy transgenic product dut may 
haye been envisioned tnit not yet produced A better 
rub is ttw established law, i^ieieby new products are 
not "antic^sated" when tJiey did not previously exist; 
wbsfibzT or not the process &a making them is generally 
known. Although our colleague postulates "serious and 
unfortunate consequences in die fixture" if die Elan 
mouse is deemed patentaUe, otliers may believe that 
witfaout the possibility of a patent on a now transgenic 
mouse, die hypothetical mouse envisioned liy Mnllan 
might well remain no more than a l^othesia. 
Deteuuinaticm of vMdoi consequence is fortunate or 
unfiMtunate is an in^xntant policy question; die law of 
anticipation jas applied herein does not cbangp existinB 
policy. 

[11] "AnticipBtion" hi the patent sense means diat die 
subject mattern.was previously known. A precatory 
Bugge^on of general procedures diat may or may not 
succeed in producing die novel product, a product duU 
has not previously been piodnced» does not convert die 
suggested piodnct into a previously existipg product 
The wxtoesses were in i^ecoent that at tlie time die 
Mullan ^ication was filed neidier Mulkn nor 
anyone else (1) had made a mouse faoxboring the 
Swedish mutated gene» (2) knew wheth^ die mouse 
DNA would accept the Swedish gene, (3) knew if die 
mouse cell would dien express the human nutated 
protem of die Swedish family, or (4) knew ^ed&er d^ 
mouse enzyma would cleave the htwnatu mutated 
protein to produce human betaAP. Han*s eoipert Dr. 
Mobley stated, without disagreement, that "cdls 
expressh^ the transgene have to correcdy fbld die 
protein, coitectly modify it through glyco^btioh^ 
correctly trafBc it from internal to snxftce inend>ranes» 
correcdy trafBc it dnou^ the endosomal pathway, and 
make it available to enzymea tf^a* modify it"* Dr. 
Lieberburg, Elan's Chief Scientific and Medical 
Officer, stated that scientists were "at a great loss as to 
understand whedier mice wetre even capable ... of ever 
generatiiv flpecific AFP fiagments that could be 
studied fbr dmg discovery," 
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It 18 undispi^ed tfafit MoUariliad not made a mouse by 
anjy ofbis proposed procedurea. and all of the scientists 
agreed diat^tt caimot be predicted wliicfa^ if sny» 
procedure will ultimately succeed. Genera] jeeipes of 
uncertain success do not cosveit a bqped-^fiar product 
into one diat prevknialy existed. Our colleague in 
dissent states that deqnte Elan's statement tliat a 
successful mouse is a ""tiny subset" of die transgenic 
mloe that miglit be prdiluced using MuUon'a recces, 
and de^rite the agreement of Mayo'a witneesea with 
this s d en tif ta &ct^ the few successes dnt irrf gh* be 
achieved (that is» diat would possess die desired 
characterisdcs} fhrm Ibeir own subset thus pia^^g the 
successful noouse in the prior art. That is not law of 
anticipation. * 

[12] Wc observe die dissentfs statement that an 
inventors own disclosure can he used against hnn tx) 
prove anticipation. That statement is inaccurate. 
PatCTttabilrty requires novelty azul unobviousneaa in 
light of the prior ar^ not in light of what the inventor 
knew and included in his patent gyplicntkm. 
*'Anticq)ation is the ep i t ome of obviousness/' 
Stmeiural Rubber Prothicts Co. v. Park Rubber Co., 
749 F;2d 707, 716- 749 FJ!d 707. 223 tJSPQ 
1264-1271 0Fed.ar.1984), end bodi are nmsored by 
^fdiat was poreviously known to peracms in die field of 
die inv ent ion^ as discussed in piecedmt. And as we 
have stated, the scope of die Elan ckuaas was not 
decided, nor was it deculed vAether the Bkm claims, 
upon correct construction, would cover the specific 
Mayo nKmse. These issuea are not before us on flns 
^peaL 

Finally, we note die dissenfs observ^n fimt Elands 
claims do not "requhv . .. a method of detectian" of die 
ATF-betet APP. Elan has separate patents related to the 
method. &e; efi^/ U.S, Patent No. 5,441,870 (Method 
for nionitoring cethdar processing of a-anvlold 
precursor protem) to Seubert et al^ claiming: "A 
method for monitoriug oeDulsr procesidtQ of apamyloid 
porecursor prptdbi (a-AFP) in cells, said method 
couffnising detecting & soluble Sr-APP fiagment 
secreted fiom said odls^ and a aibstance wluch 
specifically bonds to said soluble a^APP fiagnwnt, 
wherein die ammo add sequence of said SnAPP 
fiagment extends substantiany fiom die ammo* 
terminus of a»A7P to the ariimo-terxninus of a-snjrloid 
pqptide (a^AP).** ^ 

REVERSED AND REMANDED. 

Opinion tot die court filed by Circuit Judge 
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NEWMAN. Dissontuig opinion filed by Ctxoidt Judge 
DYK. 

DYK, Cuvuit Judlge^ disBentiog. 

Use nurfority decdsioa in l3m case leats vpon tbe 
gravoid dtat an inventox's own disclosme may not be 
U8edimdex35 U.S.C. § 102 as proof of anticipation by 
inbeirent disclosure in a prior ait lefisrenjee. This 
decision contradicts our own cose law, which holds that 
: knowledge of an inherent duoacteristic in die prior art 
is irrelevant As we ceccnfly recognized in re 
Crud/mna Sjprout Litigeaion, No. 02-103 1, slip op. at 
12 (FedCir. Aug. 21, 2002), on the issue of inherency 
^[i]t matters not that those of ordinozy skill heretofore 
may not have recognized fhese inherent 
characteristics.*' Heze» as in CtudfenjuSt wMle Elan 
"may have recognized somednng quite intcmting 
about those Cniice]^ it simply has not invented anythiqg 
new." Id at 13. This dodsionj if followed, will have 
serious and unfortunate consequences in the fiiture by 
pennitttQg die securing of patent rights to eariflring 
invent! ns so long as the patent i^licant identifies an 
inherent d^xacteristsc of that product diat was not 
identified in the prior art Tlsat has never been, our law. 
Iicspectfully diBsenL - 

The . patents asserted herein are U.S. Patent Nos. 
5,6XZAi6 ("die '486 patent*') and 5,850^003 ("the *003 
patenf*} (collectively ''die Elan patents'^. Hie sole 
independent claim of the '486 patetat recites in relevant 
part 

^9 A transgenic rodent con^irising a txansgene 
encoding a heterologous APP polypeptide having 
V die Swedish mutation ... i?rfiercin the tiansgcne is 
esqpressed to produce a human AFP polypeptide 
haying &e SvTOf^^ 2;sxd. wherein said 

pofypepHde is procmed to ATP-betaAPP in a 
st^ftdent amount to be detectable in a brain 
homosenate of said transgenic mouse. 
Oafan 1 ofdie '486 patent (emphases added). The sole 
independent claim of the '003 patent recites in relevant 
part: A transgenic rodent ... comprising a txansgene 
coinpzisiog ... a DNA segment encoding a heterologous 
AFP polypeptide ...» wherein the tran$gene is expressed 
to produce a human AFP polypeptide haviQg die 
Swedish mutation, and wherebi scdd pofypeptide is 
processed ioATF-betaAPP in ast^ftcient amount to be 
detectable in a brain homogenate of said transgenic 
rodent 

Claim 1 fdie "003 patent (enqxhases added). Because 
these claimfl are directed : to transgenic rodents, the 
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xnelhods by wUdk tbey are produced are not elemcDts 
of 1he dafans* Nor is diere any claim to a mediod for 
detecting ATE* betaAPP. 

Despite the clear language of the clams ^trnmAm^^ 
Ifaeir inteipretatioa w products (transgenic rodents), 
much eflfort bodi at the district oonrt and here on 
appeal has been ei^tended cm argDmenta ixuxmeetly 
interpreting the claims in tenm of TTffthoda, Elan 
argues, for eacample, fiiat U.S. Patent No. 5»4S5,]69 to 
Mnllan (herednaftBr "MiiUan**), cited by the Mayo 
Foundation for Medical Education and Researdi 
(hereinafker "Mayo") as anticipatfaig the daine of the 
Elan patents^ Mis to teadi "Aow to detect ATP- 
betaAFP, much less how to detect die fi^gmant in a 
brain homogenate." (Appellants' Br. at 23.) Hie cknms 
of the Elan patents, however, require only depectable 
ATF-betaAPP and not a method of detection. 

Accor^ng to Elan, the '48< and H103 '^patents reqnhed 
diat its Iransgexiio mice do all these thii^: [1] carry the 
APPSW tmmgene, [2] express <fiie AFPSW protein and 
[3] process the APPSW to ATF-betaAPP such that the 
levels of ATF-betaAFP are detectable." (Appellants' 
Br. al 21.) As admitted by Elan in its brief oniqipea], 
"Elan does not ^distpote diat tiie spedficatian of the 
Mullan patent disdosed a transgenic mouse hazboriqg 
a human APP gene with tlie Swedish mstUatioiL" Id. at 
17, In odier words,"1i^ first dement was disclosed. On 
appeal Elan also does not contend fiiat die second 
element was not disdosed. [FNS] Elan contests solely 
the third aspect of the claims. Elan bases tiie novelty of 
its daimed rodents on the "critical element-prooessixig 
APF to ATF-betaAPP in an amount suflSdent to be 
detectable in a brain hpiEu>genate." Id Mayo coKeifes 
that Mullan fiuls to e^qiressly disclose this demetd of 
the daimed invention, . but counters that this 
characteristic was inherent in foe disdosure of Mullan. 
The only issuer dierefore; is lAstsQm ibA rodent of 
Mullan will ihherendy produce ATP-b^aAPP in a 
Bu&dent amount to be detectable in its brain 
h nm og ffn atff. 

n 

*10 On summary judgment the district oouxt ruled diat 
Mullan inhetendy antic^tes the claims of foe Elan 
patents, finding: 

The mice chdmed in the patents-iursuit are mexely 
a isuhset of the mice described in &Mlan. Seme f 
the mice made tising liie process disdosed in 
Mulka (which is essentially foe same process 
disclosed in th patents*in-5uit) would inevitably 
have detectaUe levels of ATP-fcetaAPP. Were 
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Flomtiffs to cQ&teiid oflierwise^ ihck wa patents 
w)iild not be enabled. Mttllan therefore fadbereody 
indndes the [detectal>le ATP-4)etaAPP] Undtadoxi 
of the final "^s^tamn" elouses of the asserted 
claims. 

Elan Phqrms,, Inc., 175 FSappM at 1212. 

The majority disagrees, appaieuUy because no 

extrinsic evidence of inherency existed in Ae prior art 

The nsajority states: 

there was no evidence Hiat the fi3miation and 
detjection of ATF-hetaAPP in the transgenic cxnise 
brain wilh the Swedish miitntion was known to 
persons of ordinaiy skill in ifae field of flie 
inventioii* Inherency cannot be based on the 
knowledlge of the inventor; fbcts asserted to be 
inhoentintfac prtarartimiatbe shown by evidence 
fiom the prior art. Q: /II re ZJewfttoiJt 175 FJd 
994, 999, 50 USPQZd 1614, 1617 (FeACir.1999) 
(csi&mmg (fae "hindright syndrome wherein thai 
which only ftte inventor tausfht is used against its 
teacher"). 

^n^atll. 

But ibis is not the conrect analysis. This is not an 
bviousn^ ca(se. The ix^ unction in Dembiczak against 
using an inventOEr*a own disclosure agaicst Him i^vas ixi 
tiie context of a section 103 obviousness detexminBtion 
xequiring ''the bft-difficoh but critical^^^s^ of casthig 
tiie mind back to die tune of invisnlion, to consider fhe 
thinktng of one of ordinary dkill hi die art, gnided only 
by tlte prior art references and the dien-accqrtcd 
wisdom hi the jfiehl" 175 F.3d at 999, 50 USPQ2d at 
1617 (cUmg WiL Gore A A^socs., Inc. v. Garladi, 
Inc, 721 F.2d 1540, 1553, 220 USPQ 303, 313 
(FeiCir.1983), cert denied, 469 U.s: 851, 105 S Ct 
172, B3 L.Ed2d 107 (1984)). The perceivod problem 
wtdi combining refe re nces using Mw^aigftt to render a 
clahne d inyention obvioos is tihat it "sisopdy takes die 
inventor's disclosure as a bhiepxint for psech^ togedier 
the prior art to defeat patentability.^ ItL This fear <rf 
hindsight reaeatiozi in the context of obviousn^ 
detei n i i i atio ns^ however, is not applicable in the 
context of inhfitCEn^. 

There is ain^^ly no basis in our law to support the 
proposition that flie source of proof for inherency must 
be ibund in the prior art and cannot be fi)und in a 
patentee's own disciosuxe or other source. In 
Continental Can Co. USA v. Mmsanto Co., 948 F-2d 
1264. 20 USPQ2d 1746 (Fed.Cir.1991), the court 
noted that "[t]o serve as an anticq>ation when the 
xefaence is silenc about the asserted hihecrent 
characteristic, such gcqp in the xeforcnce may be filled 
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with recourso to extrinsic evidence." ItL at 1268, 948 
F2d 1264, 20 USPQ2d at 1749. Thus evidence 
extrinsic to die cited prior art r? ifei?ij[gq may be used, 
te.^ the party raising the issue of inherency may fill in 
"the gap in the disclosure using any source. The 
mcdoriiy's cmxtrary concfaiaion is fncoo^ as a smktter 
of law, and directly contradicts our law, whioli has 
repeatedly recognized that the discovery of an hAerant 
cfaaiEctBristlc of an old product caimot be pittrated. 
Cruciferous, slip pp. at 12; In re Sjpada, 911 P2d 705, 
709, 15 USPQld 1655, 1658 (Fod.CSr.1990) C^Wwn 
the claimed [inventions] axe xuit novel diey arie not 
rendered patantable by recitatian of pr o perti es, wReiker 
or not these properties are shown or suggested in tlte 
prior art. " (en^hasis added)); Tttanfum Metals Carp, 
of Am. V. Banner, 11% FJd 775, 782, 227 USPQ 773, 
779 CFed.Cir. 1985) rCQt is immaterial, cm die issue of 
their novelty, vfbs^ inherent properties dse [disclosed 
products] have or whether these applicants disco^vered 
certain inherent properties"). 

in 

*11 Because I3ie disclosures of the Elan patents may 
be used as proof Oat the Midlan transgenic rodent 
inhereiitiy possessed the claimed characterlstiCa dke 
reniaiiiiqg <jue6tion is whether the Ela^' patents, in fiicl; 
provide fimt proo£ They clearly do. The spedfioation 
of the '003 patent teaches; 

Newly : identified secreted fiagments 
omino-tsnninal portion of aAFF (Aa) -««4iich 
remains after die cleavage and will be refenred to 
hereinafter as the Bmino-termtnal fiagment form of 
aAPP (ATF-aAPP) [ATF-beiaAFP]. ATF-aAPP is 
beUcvcd to. be tlie product of an ahenuitive 
secretory processiqg pathway fbr Aa, wliicli 
pathway is present even in normal (non-diseased) 
cells. It is fizrdier believed^ however, diat the 
. alternate secretory pafiiway may be responsible fbr 
an essentia] event in "die production of Aa in 
diseased cells in patients, and diat dmarmol 
produ c tion of AFT-aAPP mcQr be farrahred in 
diseases related to Aa plaque.... 
Particnlarly pcefbcred animal models &r a- 
sccretBse cleavage of Aa are transgenic amznals 
"v^ch eiqiress the Swedish ^»f ptiffwn of tii0 Aa 
gene.... It has been fimnd that such transgenic 
animals, particularly trmsgenic mice, produce 
high quantities qftheAFTfsic ATFJ-aAPP w*ich 
may [be] detected according to the methods o£die 
present invention. In particular, it has been found 
thai Swedish mutation cfAaproduces quantities of 
the ATF^PP which will usualfy be at least two- 
fold higher than wild type futman aAPP expressed 
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in animab. 

'003 patent, coL 12, IL 21-42 (emphases added). The 
"discoveries*' disciissed in the imcediog passage are 
two-fold: jBrs^ Aat the a-sectetase deavege 
(metaboHsDi) of the Swediah matation forni of AFP to 
piodace the a* amyloid peptide (aA) results In a 
secondaiy "newly identified" fiagmen^ ATF- aAPF; 
and second, that the newly discovered fcftgnv^nt ig 
ftmid in ^Tai^ quantities'' in tcansgenic noioe having 
tte Swedish miitatjon &xxm of AFP. 

As Elan conoedes on iqipeal* "the specification of the 
Mnilan patent disclofled a transgenic nunise hatiboring 
a famnan AFP gene witii the Swedish mutation.'' 
(Appellants' Br. at 17.) More than sinfsly "haxtKmng" 
die gene as suggested hy Wflti^ however, MuUan 
discloses a transgenic nooose that will esq^ress tiie gene 
to produce tfie Swedish AFP and then metabolize flic 
APP to produce the a» anyloid peptide for the study of 
die underlying biochemistry of that metabolism. 
Mnilan, col. 11, U. 5-36 ("[S]uch model systems 
psnvide a tool fisr defining the imderlying biochaxsistry 
of APP and a^ailvloid metaibolisxn.... The human 
variant APP codon ... can be transferred to a host non- 
fanman animal^ such as a mouse* As a result of the 
tiansftr, the resultant tran^enic non-human ftnmtal 
win eoqireiBg one or more variant APP codon 670/1 
polypeptides.'^. As disclosed in the *003 specification, 
Swediah APP to a-amyloid znetabolism directly 
pmodnces the "newly identified" ATF-aAPP metabolite. 
*003 patent, col 12, U. 21-22. Further, transgenic mice 
diat cmy out the Swediah APP to a<*anQrloid 
metabolism produce liigh quantities*' of Ihe ATF APP 
metabolite. Id. at coL 12, IL 35-42. Because the claims 
are not limited to a particular "xnediod of detectim," 
but rather broadly recite the requixement that the 
fiagments be "detectable," a mouse diat metaboUzes 
AFP to produce tl;e apaxnjdoid peptide in sufiBciont 
amounts to permit the stmfy of the underlying 
biochemistry of iSasX metabolism would necessarily 
produce detectable amounts of the ATF-aAPF 
metabolfte. 

12 Elan atjg^zes that "[t]he transgenic mice claimed by 
Blan'spataxtsBieonlyatiny, and at the time of Mullan 
uncT^Mcted, subset of Ibe larger population of 
traofigenic nice that might be produced by ibUowing 
the Mollan !rBc^e/ " (Appellants' Reply Br. at 6.) In 
fitct; the daimed mice are not a tiny subset of the mr.« 
disclosed in Miillan. To be sure^ Mullan discloses a 
mediod for producing transgenic mice not all of which 
will successfidly e^qpress tho Swedish &xrm APP, 
However, die Swedish finm AFP characteristic is 
disclosed in MuDao, and in each and every case of a 



mouse that processes Swedisih finm AFP to produce 
the a-arnyloid cham as disclosed m die NAallan patent, 
that tnouse will also produce ATF-aAPF as claimed in 
dui Ekn patents. *b03 patent; ooL 12, II, 21-42, Thus, 
die rule ttiat "[ilnhereru^* ... xmy not be estahiltsiiBd by 
piobaUlidra w possibilities," In re Oelrich, 666 FM 
578, 581, 212 UBPQ 323, 326 (OTA 1981) (citation 
amrttel), is not violated by finding die claims of the 
Elan patcoxt anticipaCed by a mouse according to 
Mullan (esipxesaiQg and metabolizing die Swedish fenn 
AFP), which will always possess ths ATF-aAPF 
characteristic. 

The district court correcdy oonchuted diat die claims 
of the Elan patents axe invBlid aa inherendy antic^patBd 
byMuUan. 

For the fingoing reasons, I rcspectfiilly dissent 

FNl, £!an Pharmaceuticals, inc. v, Mcqto 
Foundation far MciUcal Education A 
Researck 175 F.Si^.2d 1209 
(NJ>.C5ftl.2000). 

FN2. A gene is a segraect of DMA. A 
mutation is a chaqge in a gene and the 
resulting cliaage in a protein produced by tiie 
gene. A gene produces a protein by fhst 
copybg (tranacrfbbig)^ pqrtlra of DNA^^^h^ 
an intcrtnediate strand designated mRNA; the 
niRNA diBn produces^ through several 
compleoc step8> die sequenoe of amino acids 
that canstituftBfl the proCem. This procedure is 
called "gene expression.'* See Biuce Alberts 
et al., £ss€nt^i Ceil Biohgy (1999), Ch.6 
•TOIA." Ck7 "Fh)m DMA to Piotein," 

FN3. The mutation positiona at oodons 670^ 
671 (Mullan) and 596/597 ^lan) ace die 
same^ due to diflifiring starting pomto in die 
AFP chain. See *4S6 patott, eol. 11, lines 
29-34. 

FK4. In support of its argnmeot on the 
uncertainty and difficulty df produdt^ a 
successful tranagenic mouse using known 
genml procedures. Elan points out that die 
accused Mayo mouse was die 2,576di mwse 
that was screened. 

FN5. The majority appeara to suggest that tfak 
element was not disclosed in MuUaii but tiib 
issue was not raiaed en appeal. In ai^ event, 
the Mullan patent discloses die second 
dement, staling "[a]a a lesult of die Iransfier, 
the resultant transgeni aon-fauman aniaial 
will express one or more variant AFP codon 
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670/1 polypeptides." MuUan, ool lt« U. 
34-36. The nutjprity dies no outfiaTlly 
Buggoffting Omt Bay more detailed descdption 
was required. To be sore ifae MoUan reftrence 
must have been enabling in fhifl respeot^ In t& 
Dcnohue, 765 531 » 533. 226 USPQ 619» 
621 (Fed.Cir.i985), osid tbsre may be a 
question as to ivhetlier it was enabling. But 
Elan has deliberately deeided sot to mount en 
cnabtenait dutteoge to ttie Mullan patent^ 



Pusell 



apparaidy fbr liie reaions eocplained by the 
- distriot court relating to potential fbr luch 
BiBuments to iirvalidcSe EWa own claiiBia fbr 
. lade of enablement Eian Pharms,, Inc v. 
Mayo FatsmL for Med. SOue. dt Research, 
175 F.Supp.2d I209s 1212 (NJ3.Cal.20M)). 

2002 WL 2003002 (F6d.C]r.(aL)) 

END OF DOCUMENT 
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